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RESPONSE TO APPLICANT'S AMENDMENT 



1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this appHcation after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been 
timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 
1.114. Applicant's submission filed on 1 1/30/06 has been entered. 

Claims 1-60 and 63 are pending. 

Claims 1-30 and 43-56 are withdrawn from further consideration by the Examiner, 37 C.F.R. 
§ 1.142(b) as being drawn to a nonelected invention. 

Claims 31-42 and 57-60 and 63 , drawn to an expression vector comprising a minimal promoter 
comprising TATA sequence and two phase tetracycline operators downstream form TATA 
sequence and two phased tetracycline operators downstream from TATA sequence are under 
consideration in the instant application. 



2. Claim 31 is objected to because of the following informalities: the word " TATA" is 
misspelled in line 7 of said claim. 

Appropriate correction is required. 



In view of the amendment, filed 1 1/30/06 the following rejections remain: 



3. The following is a quotation of the second paragraph of 35 U.S.C. 112. 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject matter 
which the applicant regards as his invention. 

4. Claims 31-42 and 57-60 and 63 stand rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
apphcant regards as the invention. 



5. Claims 31-42 and 57-62 are indefinite Mid ambiguous in the recitation of " at least two 
tetracycline operator elements, wherein a first and a second phased tetracycline operator are 
downstream from TATA sequence and third and fourth phase tetracycline operator are upstream 
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from the TATA sequence It appears that the vector claimed in claim 3 1 should have at 
least four tetracycline operator elements ( the first and the second downstream from TATA and 
third and fourth phase tetracycline operator upstream from the TATA sequence) , not two as 
recited in the amended claim 31. 

6. Claim 32 and 34 are indefinite and ambiguous in the recitation of "two phases tetracycline 
operators downstream from the TATA sequence are 21 basepairs downstream from the TATA 
sequence". If the claimed expression vector comprises two tetracycline operators that both 
located downstream from the TATA sequence, then it is unclear how each of the two operators 
can be located 21 basepairs downstream from the TATA sequence ? 

7. Claim 33 and 34 are indefinite and ambiguous in the recitation of " two phases tetracycline 
operators upstream from the TATA sequence are 1 1 basepairs upstream from the TATA 
sequence". Ifthe claimed expression vector comprises two tetracycline operators that both 
located upstream from the TATA sequence, then it is unclear how each of tihe two operators can 
be located 1 1 basepairs upstream from the TATA sequence ? * 

8. Claim 42 is indefinite and ambiguous in the recitation of " wherein the vector encodes more 
than one cyclin-dependent kinase inhibitor". The base claim 39 recites a vector comprising a 
gene that encodes a cyclin dependent kinase inhibitor. In other words, the claimed vector 

encoded only one cyclin-dependent kinase inhibitor. It is unclear how said vector, comprising 
only one specific gene can encode more than one cyclin-dependent kinase inhibitors? 

.9. Claim 59 is indefinite and ambiguous in the recitation of" the expression vector of claims 
57 or 58, wherein the peptide comprising said muhiplicity of Cy motifs". There is insufficient 
antecedent basis for this limitation in the claims, since base Claims 57 and 58 do not recite 
"peptide". 

10. Claims 57, 58 , 60 and 63 are indefinite and ambiguous in the recitafion of "Cy motifs". 
The characteristics and metes and bounds of "Cy motifs " are unclear and indefinite, not 
defined by the claim and the specification does not provide a standard for ascertaining what 
Applicant means by "Cy motifs". 

11. Also an issue is that claims 60 and 63 are indefinite and ambiguous in the recitation of " 
Cy motifs having the same or different amino acid sequence". It is unclear what Applicant 
means by said phrase, since the is no clear recitation of specific amino acid sequences of Cy 
motifs in claims 57 and 58. 

Applicant's arguments, filed 1 1/30/06 have been fiiUy considered, but have not been found 
convincing. 
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Applicant asserts that : (i) amended claim 32 33 and 34 now recites the distances related to te 
position of the TATA sequence in the expression vector, (iii) indefinite article "a" denotes "at 
least one" and not limited with regards to the number. 

-> 

Contrary to Applicant's assertion, the amended claims 32, 33 and 34 still recites the expression 
vector, wherein two tetracycline operators, i.e. the first and the second both located 21 
basepairs downstream firom the TATA sequence and the third and fourth are both located 1 1 
basepairs upstream from the TATA sequence . If the first phased tetracycline operator 
located 21 basepairs downstream fi-om the position of the TATA sequence, then how can the 
second phased tetracycline operator been located at the same position ? Similarly, if the third 
operator is located 1 1 basepairs upstream fi"om the position of TATA sequence , than how can 
the fourth operator been located at the same position? 



With regards to the claim 42. 

Contrary to Applicant's assertion the indefinite article "a" does not denote "more than one", but 
rather that only one of the specific cyclin dependent kinase inhibitor, recited in claim 41 is 
encoded. Applicant attention is respectively directed to claim 40, wherein it is explicitly recited 
that the gene encodes a cyclin dependent kinase inhibitor (emphasis added). It is the 
Examiner position that the word "inhibitor" in said claim means single not plural number. 
Thus, it is unclear how a vector, comprising only a gene that encode only one cyclin dependent 
kinase inhibitor can encode more than one cyclin-dependent kinase inhibitors? 

12. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and using it, in 
such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the best mode contemplated by the inventor of carrying out his 
invention. 

13 , Claims 57-60 and 63 stand rejected xmder 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a New Matter rejection. 

" The expression vector of claim 31, wherein the expression vector encodes one or a multiplicity 
of Cy motifs, wherein the Cy motifs encode a peptide having an amino acid sequence identified 
by SEQ ID Nos:3,4,5,6,7,8,9,10,l l,12,or 13 " claimed in claims 57-60 and 63 represent(s) a 
departure fi-om the specification and the claims as originally filed. The specification and the 
claims as originally field only support "The expression vector of claim 31, wherein the 
expression vector encodes cyclin-dependent kinase inhibitors selected firom the group recited in 
claims 41 and 42. 
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Applicant's arguments, filed 1 1/30/06 have been fully considered, but have not been found 
convincing. 

Applicant asserts that disclosure of the Specification on pages 19 -20 and in Table I fully 
supports claims 57-60 and 63. 

Contrary to Applicants assertion, it is noted that specification on pages 19 and 20 only generally 
disclosed that pq)tides that may be used include Cy regions peptide. Moreover, page 19 of the 
Specification only provide a general disclosure that multimeric repeats of Cy motifs controlled 
by an inducible system are used to provide multiple Cy inhibitory species. Table I only 
disclosed several known peptides that have Cy motif in their sequences. 

It is the Examiner position that the generic disclosure on page 19 and table I of the Specification 
does not support the specific recitation of "The expression vector of claim 31, wherein the 
expression vector encodes one or a multiplicity of Cy motifs, wherein the Cy motifs encode a 
peptide having an amino acid sequence identified by SEQ ID Nos: 3, 4, 5, 6, 7, 8, 9, 10, 1 1, 
12,or 13 " claimed in claims 57-60 and 63. In re Ruschig, 154 USPQ 1 18 — Where a species of 
a properly described genus was found not to be described. A generic or a sub-generic disclosure 
cannot support a species unless the species is specifically described. 



14. No claim is allowed 



15. Any inquiry concerning this communication or earHer communications fi'om the examiner 
should be directed to Michail Belyavskyi whose telephone number is 571/ 272-0840 The 
examiner can normally be reached Monday through Friday from 9:00 AM to 5:30 PM. A 
message may be left on the examiner's voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Christina Chan can be reached on 571/ 
272-0841 . 

The fax number for the organization where this appUcation or proceeding is assigned is 703-872- 
9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toU-fi-ee). 
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